CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
83-564

CORRESPONDENCE




Ze&a RESUBMISSION

" CHEMICAL COMPANY, [NBA ORIG ANENTMENT

7 MacQUESTEN PARKWAY NORTH, MOUNT VERNON, NEW YORK 10550 914-664-8348
' October 20, 1975

Marvin Seife,. M.D., Director
Division of Generic Drug Monographs
Office of Drug Monographs

Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland, 28052

Re: Amendment to N.D.A. 83-564
Delcobese Capsules, 5 mg.,
10 mg., 15 mg., 20 mg.

Dear Dr. Seife:

Reference is made to your letter of October 17, 1975, referring to our
amendment to our abbreviated new drug application #83-564, dated April
14, 1975, for Delcobese Capsules, 5 mg., 10 mg., 15 mg. and 20 mg.

We are herewith submitting the following updated and revised information
as it relates to the adequate assurance of the identity, strength, qual-
ity and purity of components and final dosage forms as requested in

your above dated letter.

I. Active ingredients.
A. Page 39 of the submission - added the upper limit to the

purity of the active ingredient Dextroamphetamine Sulfate
not to exceed (See revised page 39 enclosed.)

B. Pages 40 and 41 of the submission - the monograph for the
active ingredient d, 1 Amphetamine Adipate is revised to

e include:
ZEL 1 P
//i;:’—-N\\ijENE(l) consolidation of pages 40 § 41 (i.e. specific rota-
. \

tion listed with other tests).

2) molecular weight to read 281.34.

3) purity limits between

4) the addition of the specific color change in the
assay titration end point to read " :

(5) the addition of a Residue on Ignition test.

. 0CT2 11975

Specializing In Obesity Products For Over 25 Years
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'~ CHEMICAL COMPANY, Inc-

7 MacQUESTEN PARKWAY NORTH, MOUNT VERNON, NEW YORK 10550 914-664-8348
Marvin Seife, M.D. -2- 10/20/75

IT.

(6) identification tests for d, 1 amphetamine and adipate.

(See revised pages 40 and 41 enclosed.)

C.

Pages 42 and 43 of the submission - the monograph for the
active ingredient Dextroamphetamine Adipate is revised to
include:

(1) consolidation of pages 42 and 43 (i.e. specific rota-
tion listed with other tests).
(2) molecular weight to read 281.34.

(3) purity limits between 1 .
(4) the addition of the specific color change in the
assay titration end point to read " 1",

(5) the addition of a Residue on Ignition test.
(6) identification tests for Dextroamphetamine and Adipate.
(7) the change in Specific Rotation readings.

(See revised pages 42 and 43 enclosed.)

Final dosage forms.

Pages 48 and 49 of the submission - the monograph for the fin-
ished dosage form, Delcobese Capsules, is revised to include:

A.

a statement of the total amphetamine base content for
each dosage form.

the purity limits between °7 °° of the labeled
amount of the mixed salts or as equivalent to the ampheta-
mine base.

disintegration time limits.

Content Uniformity test.

A colorimetric assay procedure using the

b Al - 1

n

ze-
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" CHEMICAL COMPANY. Inc.

7 MacQUESTEN PARKWAY NORTH, MOUNT VERNON, NEW YORK 10550 914-664-8348

Marvin Seife, M.D. -3 - | 10/20/75

L 3
ITT. Inactive Ingredients.

A. Empty Gelatin Capsules - We are submitting a specification
monograph for empty Gelatin Capsules which contain state-
ments as to its weight, identification, composition, solu-
bility, and which also includes a statement from the cap-
sule supplier, ______ certifying as to the
capsule composition and specifications. (See Gelatin
Capsules monograph and Elanco Products' letter of certifi-
cation enclosed.)

The applicant has noted your request for a current description of the
facilities, personnel, and standard operating procedures in use by our
contract manufacturer. We refer you to pages 24 through 33 of the sub-
mitted amended application whereby the contract manufacturer, namely
Inwood Laboratories, Inc., has described some current operations as it
relates to Delcobese products. We have notified _...___ s
Inc. of your suggestion to immediately review their and update
those sections that require updating and will have them forward these
revisions to you.

The stability program is an ongoing one and is being monitored with the
proposed expiration date in mind. Any pertinent accumulated data will
be submitted when available.

ese revisions to the specifications submitted will complete

the MY information required whereby we may be favored with an
approva M@ the submitted application.
- 3D Sincerely yours,
ELC HEMICAL "COMPANY, INC.
' 2% (Eif;&i——’Louis Cohen
LC/ME, 9fpecializing In Obesity Products For Over 25 Years President

<Y of
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Delea VoA ORIG AVENDENT

"CHEMICAL COMPANY, Inc. FPL

7 MacQUESTEN PARKWAY NORTH, MOUNT VERNON, NEW YORK 10550 914-664-8348

April 14, 1975

Marvin Seife, M, D., Director
Generic Drug Staff

Office of Scientific Evaluation
Bureau of Drugs

Food & Drug Administration

5600 Fishers Lane

Rockville, Maryland 20852

Amendment to NDA 83-564
Delcobese Capsules, 5 mg., 10 mg.,
15 mg., & 20 mg.

Dear Dr, Seife;

Reference is made to our letter of February 7,
1975 advising you that of Januarv 3. 1975 :
Incorporated, *8St., aceee—, .. ., 11696 will Dbe
the new manufacturer for tne above listed capsules and that
an amended application will be forthcoming as soon as the
necessary data became available,

We are herewith submitting this Amendment to

our abbreviated new drug application #83-564 as set forth in
paragraph 314.6 of Title 21 of the Code of Federal Regulations.
This Amendment is submitted in compliance with the Federal
Register notice of July 19, 1974, pages 26459/26462, reference

“Drugs for Human Use - Drug Efficacy Study Implement-
ation Certain Single Entity Oral Anorectic Drugs in Conventional
or Controlled Release Dosage Forms",

kis Amendment is substantive, the previous
i -\<d to be withdrawn and this amended
agsubmitted.

will find this Amendment in order.
cerely yours,

¥1.CO CHEMICAL COMPANY, Inc.

LC-em,

Specializing In Obesity Products For Owver 25 Years



CHEMICAL COMPANY, Inc.

7 MacQUESTEN PARKWAY NORTH, MOUNT VERNON, NEW YORK 10550 914-664-8348
. October 2§, 1975 ’

Marvin Seife, M.D., Director
Division of Generic Drug Monographs
Office of Drug Monographs -
Food and Drug Administration
5600 Fishers Lane
Rockville, Maryland, 28052
. Re: Amendment to N.D.A. 83-564
Delcobese Capsules, 5 mg.,
10 mg., 15 mg., 20 mg. )

Dear Dr. Seife:

Reference is made to our letter of October 20, 1975. 1In response to
your letter of October 17, 1975, referring to our amendment to our
abbreviated new drug application #83-564, dated April 14, 1975, for
Delcobese capsules 5 mg., 10 mg., 15 -mg. and 20 mg.

In our letter of October 20, 1975, we had revisedlth&“monpgraph for
the finished dosage form, .Delcobese capsules in.which, the assay describ-
ed therein was a colorimetric procedure using the color reaction whereby
a 1 nt

. i1ly

. = e e — e

-

We are enclosing hereﬂifh#ﬁye description oflthglmethod we used to vali-
date this analytical re and trust you will find it satisfactory.

Sincerély yQurs,

DELCO CHEMICAL COMPANY, INC.

_ Louis Cohem:
‘ZPregidenta’

LC/MF/nc

"

. | Specializing In Obésity:Products, For Over 25 Years
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Deleo Chemical Compemny, Ime.
Attention: louis Cohen

7 MacQuasten Parkway Horth
Mount Vermom, NY 10350

Centlemsa!

Raferemce is msde te your sbbrevisted new drug spplisstiom sebmitted
pursusat to Sectiom 503(b) of the Federal Peed, Drug, sad Coematie
Ast for Delesbess Capsules, 5 wmg., 10 =g., 20 ug.

Ve sekmowledge pewr commmicstieus dated Augwet 135, 1973, July 10,
1974 and Febrwary 7, 1973 relating te the spplicstisa.

| Dextressphotanius sulfsse: Previde fer m wpper purity
1init ae per U.5.P. steadards (re: pegs ¥, insest
" ...ond not maTe them pozeent....”
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B. 4,1 ,-Aq:hctun:ln. adipate:

1)

(2)
(3

(4)
(3)

Consolidate pages 40 and 41 (1.e. include specific

rotation with other tests)

Change ths molecular weight to 281.34

Change the purity limits te "....’

percent,...."

Specify the colox of the endpoint in the asssay (i.e.

emarald green)

Add: :

a) 1identification testing for the smphetamine and
adipate portions of the moleculs

b) residue om ignition testing

C. Dextroamphatamine adipate:
Appropriate cosments as applied to d,1 Amphetamine adi_pnto

IX1. Final dosage forms:

A. Include a statement of total amine conteat for esach dosage

form.
B. Include purity specifications of not less tham
ast more thaa the tetal estadlished smine comtent.

C. Specify the disintegratioa time.

D. Add:

1) 1deatification tasting for amphetamine

2)

conteat mifermity (tetal amimes)

We note that stability data submitted with the applicatiom is for a
period less tham the propesed expirstien date. Possidly you may have
ssgumlated lomger term data by this time.

Please let us have your response promptly.

ceR




l Enter evaluation or comnents for each item. If necossary, continue on g** x 1084* paper,

NDA NUMBLR
»ley conlinuation {2 i‘em by number. Enter ¢ ‘NC** if no change or *¢Na* if not applicatje,

83-564

25. COMPONENTS AND COMPOSITION (6, 7)

quantitative statement of compositfon for the gelatin capsules
formulates with ¢ > of active ingredients

.
¥ -

26. FACILITIES AND PERSONNEL (8a,b)
provided ir

27. SYNTHESIS (§c) N

proyided in

28. RAW MATERIAL CONTROLS (gd,e)
8. NEW DRUG SUBSTANCE

~ inadequate for active ingredients as per issuing letter

b. OTHFR INGREDIENTS

29. OTHER FIRM(s) (8f)
product is manufactured, processed, packaged and labeled by

30. MANUFACTURING AND PROCESSING (8g.h,j, k)

peovided in

31. CONTAINER (8)
%nforma ion tncluded

32, PACKAGING AND LABELING (8l,m)

provided tn

33. LABORATORY CONTROLS (In-Proceas and Finished Dcsege Form) (8n)

tnadequate for fintshed dosage form

* HAdHTORD) data requested - firm provides for a 3 yr, expiration date and
makes commitment to continue testing and withdraw lots that may become
substandard,

35. CONTROL NUMBERS (g¢)

provided in

36. SAMPLES AND RESULTS (9)

8. VALIDATION not requ.(«red b. MARKET PACKAGE

37. LABELING (4)

38. ESTABLISHMENT INSPECTION

39. RECALLS

FDOH FORM 2266 (10/68)

. . ¥ - ———
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Delea N CORRES. .7

"CHEMICAL COMPANY, Inc.

7 MacQUESTEN PARKWAY NORTH, MOUNT VERNON, NEW YORK 10550 914-664-8348

February 7, 1975

See FDA L

Marvin Seife, M.D., Director

Generic Drug Staff 7 )= / :
Office of Scientific Evaluation

Bureau of Drugs

Food § Drug Administration

5600 Fishers Lane

Rockville, Maryland 20852

Re: NDA 83-564
Delcobese Capsules, 5mg., 10mg., 15mg., and 20mg.

Dear Dr. Seife,

Reference is made to our abbreviated new drug application dated
February 23, 1973, submitted pursuant to Section (505(b) of the
Federal Food, Drug and Cosmetic Act for Delcobese Capsules,
Smg., 10mg., 15mg., and 20mg.

Please be advised that as of January 3, 1975
Incorporated, ' )
will be the new manufacturer for the above listed capsules.

We are currently collecting the necessary data required for the
filing an amendment to the above numbered abbreviated new drug
application and should have this necessary data available for this
amendment within the next 60 days.

We trust you will find the above in order, we are

1 Sincerely YOUTS, .o

RECEVED__/ _COPY ouL
PHOTOSTATS MADE { DELCO, CHEWILS
t FOR DUP TRIPW4 >

LC/gf
cc: MF



ORIG NEW CORRE =

-~

Defca CHEMICAL COMPANY, INC. 5%27

14

Sgectalizing Tu Obesity Products For Ouen 25 Yeanrs

7 MocQUESTEN PARKWAY NORTH ® MOUNT VERNON, NEW YORK 10550 e MOunt Vernon 4-8348

July 10, 1974

Marvin Seife, M.D., Director
Generic Drug Staff

Office of Scientific Evaluation
Bureau of Drugs

Food and Drug Administration
5600 Fishers Lane

Rockville, Maryland 20852

Ref: NDA 83-564
Product: Delcobese Smg., 10mg., 15mg , and 20 mg. capsules
"Annual Report"
Dear Doctor Seife:

There has been no significant change in our production or
analytical control for our products referred to above.

We are at this time submitting our stability data for the res-
pective dosage forms.
Respectfully submitted,

Delco Chemical Co., Inc.
7]

gtee—da-

Louis Cohen, Pres.




| RESUBMISSION &
D NDA ORIG AMENDMENT
e&a CHEMICAL COMPANY, INC. 7/ &

—

Specializing Tm Obestty Products Fon Ouen 25 Yeans

7 MocQUESTEN PARKWAY NORTH ° MOUNT VERNON, NEW YORK 10550 e MOunt Yernon 4-8348
!

e

August 15, 1973

Marvin Seife, M.D., Director
Generic Drug Staff

Office of Scientific Evaluation
Bureau of Drugs

Food and Drug Administration
5600 Fishers Lane

Rockville, Maryland 20852

Ref: NDA 83-564
Product: Delcobese Smg., 10mg., 15mg., and 20mg. Capsules

Dear Doctor Seife:

Reference is made to your communication dated August 7, 1973 - we will
endeavor, herewith, to submit and clarify the requirements of the appli-
cation.
I. Form 356-H-Paragraph 7. - A full statement of the composition of the
drug.
a) The statement included in our submission does set forth the name
and amount of each ingredient, whether active or not, contained in
a stated quantity of the drug in the form it is to be distributed-see
page 1.20 of NDA.
b) The batch formulae representative of that to be employed for the
manufacture of the finished dosage forms appear on Pages 1.55,1.56,
1.57 and 1.58 of the NDA.

II. Paragraph 8 (Form 356-H)
A. "Pertaining to your role in the operations.:

3 eV a

ge 1.36



Doctor Seife August 15, 1973

goe anu wexiroambhetamine

ci— mem ttAasrdbmamcmma i adbann it s Al A~

III. "A more complete description of, and the data derived from studies of the
stability of the drug dosage form."

Answer: We are submitting herewith stability data re the drug dosage
form.

IV. "Samples of the finished capsules"
Answer: We are submitting herewith samples of the finished capsules,
as per your request.

V. "Revised (1) container labels on which the statement "central stimulant
short-term appetite depressant” is deleted and (2) package insert, as per
the accompanying labeling guidelines and with information in the "Supplied
in....... " section transferred to the How Supplied section. "

Answer: We are herewith submitting new labels deleting the statement
"central stimulant short=term appetite depressant ."

However, as to the insert guidelines you forwarded dated "Draft 1/29/73"
it is not consistent with the guidelines published in the Federal Register
Vol. 38 No. 28, dated Monday, February 12, 1973 which is after the Draft
which you forwarded; please clarify.

Too, the "How supplied in" relates to the description of the composi-
tion of the dosage form - and we would appreciate your review of your com-
ments in your missive dated August 7, 1973.

VI. "It is also requested that you clarify operations performed by you in con-
nection with this application”
Answer: Delco Chemical Co., Inc. is the sole distributor of Delcobese



Doctor Seife August 15, 1973
l3l
products and asyvaforementioned is in control of the synthesis of the Adipate

salts of Amphetamine and Dextroamphetamine. It is under our specifications
that subcontractors synthesize same.

Production for 'Delco’ at is conducted under the supervision of Delco's
Quality Assurance Director - Andrle R. Barresi.

L) - - . -

Ci e meeemsaw ssmapa e wLU USALLUALLPLELAITLIIE AQLDATE ON DAadece T 1]
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<
C
G
S
t
™ - . «n . - . R
--- ——Qy -=r=-- == ----eev- —o38g€ I0MM enclosed with this submission.

We would appreciate your amending our NDA accordingly, and awaiting your
reply with regard to the package insert, we remain

Very truly yours,
Delco Chemical Co.,Inc.
N

- _

Louis Cohen, President

enc.
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CHIPIST'E RUVICEY

1. p-‘\r;;‘m:i\'-‘toN

2. NODA NU¥EER

(]! nECeOC /=y, CANlina env ficy o 800 X DV 00 fueper, bd_69 83_
forve copinun ey dinen 4% X 104 {
3. NAME AND ACCRESS OF APPLICANT (Clity and State) &, UAIC hwA AF--L .-
delco chemical co., inc. T
_ mt. vernon, ny 10550 Nt
s. NAME OF U-RUG 7. NONPROPRIETARY NAME
: ] S, sSUFEs_:oI L,
delcobese adipate § sulfate salts gf S TR
amphetamine + d-amphetamine
9. PURFC;C OF SUFPLEMENT 10. AMENDMENT Z:27Zrs
4/6/73
s 19, OTHER DATE -::zers,
12. PHARMACOLOGICAL CATEGORY 13. AF NUMSER Q-339
anorexic rexar 3-559
16. RELATED INZ. ~ZA/N.
14, DOSAGE FOHM 15, HOW OISPENSEU
. 83-564 = tablets
capsules s E M Clove

17. POTENCY(los)

5,10,15,20 mg.

18. HAS/NRC

'CJuncer XJ REVIEWED

19. CHEMICAL NAME

REVIEW
20. RECORCTS AND REPORTS
CURRCNTY REVIEWED
Clves Cwo O ves —

'A te Wwitminswisem &

i

s &
o

22. REMAHNKS

2. designation to be INADEQUATE
3. response to be requested within 120 days

NOTE: 1. bioavailability deferred, as per bio committee 1/3/73

23, CONCLUSGIONS

inadequate letter to issee

FOH FORM 2208 (10/63)

FEN RUMIZRZR .

NAME DIGNA T wisE CATE COdrrail T
gmillar Y/Y]?;Z © 3

DISTRINUTION 2' OHISINAL JAZYLT VT TGUNLIZATE JAGFET TTipevitnTy

et et e, W wupte Lea LV Y

PREVIOUS EDITION HAY £ USED UNTIL SUPPLY 15 EXHhALSTES.
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- T e s a svus s 83-564
Key continuation (o itent by awnher. Enter 1 ¢NC* f no changae or **NA*e i not aoplicable. l v

256, COMPONIENTS AND COULONTINN /1 )

talc useu =  from _ .in #2 capsules{specs neecded)
a1l weight 5.5 ar.
satisfactory . . '
no%&g ~1c as<av for  deterripnation of total amnkota-ipn
26, FACILS S AND PERSONNEL D . )
_ ' @ neeced for (a) delcc. as sponsor (b) 2s
synthesizer of 4 active inaredients &(c) . _as nfo of capsules”
27. SYNTHESIS (s¢) : . ] . . . L
as per cherical corp:ilote batch forulae civen for saizo:
; need same for (1 R oL
e ’
" [ze. waw MATERIAL COHTROLS (gd,e)
8, NEW DRUG SUGSTANCGE
- = e ew 1% -.--.-l...-b-m-‘-.\a qr'én:éﬂ: - de]

: {nees reverence ius 173)
b. OTHER INGREDIENTS : .

satisfactory
29. OTHER FiRM(s) (§1) ) 197 ) ] ]
anprooriate as par *2] a “labs cerfcrm2
¢ . ) .
ceetificatisns need »_as per 730 animal studies

30. MANUFACTURING AND PROCESSING (8¢.h.1,k) . .
need special precautions + info as to gquotat as per FR of
5/8/73; otherwise = satistavtory
sote- €Y1 drye  for _ batches

31. CONTAINER (8ij

in bottles of 1000 + 5000
need full information

32, PACKAGING AND LABELING (8l,m)
need full informaticn

33. LABORATORY CONTROLS {In-Procese and Finished Dosage Form) (82;

! need additional soecs : ts = (1)wt variation (2)
(3)glc (b)non-aquenus titration for total amines.

38, STABILITY (sp)

A " needed -

N
~

3s. CON’I:ROL NUMBERS (8c¢)

Y . heeded

386. SAMPLES AND RESULTS (9)

L0 VA'LIDA TioN b. MARKET PaACKS GE

ethod

37. LABELING (4)
revised, as per M)(jheilert)

38. ESTABLISHMENT INSPECTION

requested 8/1/73 for

39. RECALLS '

na

FOH FORM 2266 (10/68)

- y v
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sumHAny In, conuaction with NbAs 33-563 for delcouese(s ampheta..ine ”m.,.))
83-564 tatlets + capsules

; 5,19,15 % 20 na.
; The applicia®l el chendcal co.. inc
: mt. vernon, ny U550

L7 9-389

‘We acknovicdge receipt or 35073 .
i of ~ abbr nda o .

ceted 2/23/73 ..
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j S ~ the preparatioss e
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"1: .
amphetami nes
corn starch

lactose
talc

Smg

10 mg 15 mg

as per label contents

20 mg



- Ciegreeas E

NDA ORIG ATENDIINT

- De&d CHEMICAL COMPANY, INC'FPU;

Specializing Tn Obesity Products For Oser 25 Yeare

7 MocQUESTEN PARKWAY NORTH o MOUNT VERNON, NEW YORK 10550 @ MOunt Vernon 4-8348
PERSONLLLY SU7..i: 12D BY

\SC‘ae‘ \,k ‘.&L.\v&u;-s
R " \. L‘:\RJ:J(J&,Q .
Recd 6 R _
Py -13

April 6, 1973,

Marvin Seife, M.D., Director
Division of Actions Implementation
Drug Effdcacy Study Implementation
Project Office
Bureau of Drugs, Food and Drug Administration
5600 Fishers Lane,
Rockville, Maryland 20852

Refs NDA 83-564
Productss DELCOBESE CAPSULES, 5mg., 10 mg., 15 mg., and 20 mg.

Dear Doctor Seifes

Pursuant to Sectiom 305(b) of the Federal Foed, Drug and Cosmetic
Acts and in accordance to s.s. 130.7 we are amending our New Drug
Application as follows:

Under Paragraph 4 (Copies of labels) PForm 356-H

We have revised the package insert; amd now are submitting the
new copy pertaining thereto.

Enclosed are 12 coples of the new package insert.

Respectfully submitted,
DELCO ICAL CO., INC.

o Colbi_.

Louis Cohen, Presideant




WDA 83-564 | MAR 30 7973'

AF  9-389

Delco Chemiecal Co., Inc.
Attention: !Mr. Louis Cohen
7 N. Macquesten Parkay
Mt. Vernom, New York 10550

Centlewmens

Reference is made to your abbreviated new drug application dated

February 23, 1973, submitted pursuant to Sectiom 5035(b) of the Federal
Food, Drug, and Cosmetic Act for Delcobese Capsules, 5 mg., 10 mg., 15 mg.,
and 20 =g,

Since no provision has been made for this preparation as & sustained
release capsuls to be filed as an abbipeviated new drug spplicatioa in
any Federal Register notice, the application as submitted will not be
reviewsd at this time,

However, the materisl submitted is being retained

j/ie

Direstor
Divieten of uﬁiﬁ- Inplemsatation
Drug 3ficacy Stuly Iwplementation

cel
NYE-DO

ACK,
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Delee Chamical Company, Ine. S 2y

Attantion: Louis Cobea

3 MacGuesten m
Hownt Yerwem, 80
Osnt]ement

Ve ackasuledge receipt on lovember 26, 1578, of & communisatien of
Novanbar 14. 1978, submitted umhll:f nmmmuv,
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dreg application suimitted purseent dil !M
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ANDA T

1#3-564 Amphetamine Sulfate Capsules-USP, 5 mg; 10 ﬁé and
20 mg

83-563 . Amphetamine Sulfate Tablets USP, 5 mg, 10 mg and
20 ma

Lemmon Company

Attention: Stanley Scheindlin, D.Sc.

650 Cathill Road MAR 23 1993
Sellersville, PA 18960

Dear Sir:

We acknowledge the receipt of your communications dated
February 24, 1993, requesting withdrawal of approval of your
abbreviated new drug applications for the above referenced
products.

In compliance with your request and in accordance with Section
314.150(c) of the Regulations under the Federal Food, Drug and
Cosmetic Act, action will be taken to withdraw approval of the
applications. Appropriate notice will be given by publication in
the Federal Register in accordance with Section 314.152.

These withdrawals will not prejudice any future filing of the

applications. You may request that the information in these
applications be considered in connection with any resubmission.

32UV

Director )
Office of Generic Drugs
Center for Drug Evaluation and Research

ccC:



LEMMON COMPANY Stanley Scheindlin. D.&¢.
650 Cathill Road Director. Regulatory Affairs
Sellersville, PA 18960

Phone: (215) 256-8400 .
Fax: (215) 721-9669 4.4
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February 24, 1993

Roger L. Williams, M.D. AL
Office of Generic Drugs _
Food and Drug Administration oA
Document Control Room

Metro Park North II

7500 Standish Place, Room 150

Rockville, MD 20855-2773

ANDA 83-564
AMPHETAMINE SULFATE CAPSULES (DELCOBESE), 5, 10, 15 and 20 mg

Dear Dr. Williams:

Manufacture and commercial distribution of this product have been discontinued
for several years, and future production is not anticipated. We hereby
request to withdraw the above-referenced Abbreviated New Drug Application
without prejudice to any future filing.

Yours very truly,
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